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2. A statement that all of the assurances and information you provided in the approved
waiver asrequired by 42 CFR 441.302(a) - (f) remain in effect, including any amendments approved
by HCFA. If theassurancesor other documentation provided areto beimplemented differently under
the renewed waiver, the changes must be described. This includes any changes in licensure or
certificationrequirementsfor providersof homeand community-based servicesand any changesmade
in the level of care assessment process or team. If the evaluation instrument to be used under the
extended walver differs from the instrument approved in the original waiver, a copy must be
submitted. The same appliesto the Medicaid Agency's safeguardsto protect the health and welfare
of waiver recipients.

3. Averageper capitaexpenditureestimates, asdescribedin42 CFR 441.303(f), for each
year of the renewed waiver. Submit individual formulas for each year for each level of care covered
In the waiver (hospital, NF, ICF/MR), as well as a combined formula for each year. Additionally,
submit current data on the actual cost of the individual home and community-based services to
support the revised cost data contained in the formulas. Datain the per capita expenditure estimate
formulamust be expressed interms of averageannual cost per unduplicated recipient. Thisdatamust
be consistent with data supplied on Forms HCFA-372/372(S) and HCFA-2082. (See 8§4442.8 for
further instructions about these requirements.)

4. A statement that the same services described in the original waiver will be provided
under the renewed waiver. Describe any changes in the service package or in the manner in which
the services are to be provided. Submit standards for providers or facilities of any new services not
included in the approved waiver. See 84442.4 for further instructions about these requirements.

_ 5. A dtatement that the eligibility requirements and procedures described in the original
waiver remain in effect under the renewed waiver. Describe any changes in the requirements or
procedures which are being made.

6. Documentationto support aconclusionthat you havetaken appropriate correctiveaction
to resolve problem areas identified through Federal monitoring activities.

7. Documentation to support a conclusion that the waiver program was cost effective or
cots)t r_leuet(;al during the previous waiver period. Renewal requests are not approved unlessyou have
submitted:

0 Therequired Form HCFA-372/372(S? for all but thefinal year of the waiver period
and accepted Forms HCFA-372/372(S) for al but the last 2 years of the waiver period; and

0 Theresults of the independent assessment of the waiver if you opted to have one
performed. (See §4442.11.) The results of the assessment must be submitted to HCFA at least 90
days prior to the expiration of the approved waiver period and cover al but the final year of the
waiver.
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NOTE: HCFA exercisesitsauthority to requirethat any waiver elements (e.g., services, dligibility
criteria, fiscal data, etc.) approved in the original waiver request but subsequently
determined to be impermissible under the statute or regulations be appropriately modified
or deleted from the request prior to granting renewal. Therefore, the standards applied by
HCFA inreviewing renewal requestsdo not differ significantly fromthat currently applied
to initial waiver requests.

Y ou may submit an entire cop% of your walver to request renewal of the program. However, this
may delay consideration of the request. In sStuations where the waiver has been subject to
amendments or was substantially revised during the initial approval process, HCFA may require
submission of the entire waiver renewal proposa if it believes the approved waiver document has
become unacceptably complex due to multiple revisions.

E. Content of Subsequent Waiver Renewal Requests.--Requests for second and subsequent
renewals of waiver programs must contain the same information as an initial request. (See §84442-
4442.11.) Because second and subsequent renewalswill take place at 5 year intervals, it is necessar
that you submit the entire waiver proposal to assure that the waiver file accurately represents all
revisons and amendments to the program which have taken place. You are exempt from this
requirement on second and subsequent renewalsif the renewal contains no changes to the approved
walver and no amendments have been made since the waiver was initially approved.

4445, HOME AND COMMUNITY-BASED SERVICES - AMENDMENTS

A. When an Amendment I's Required.--An amendment isrequired when achange in awaiver
results in the waiver document no longer accurately reflecting the policies and procedures in the
approved waiver document. The amendment usually must be approved by HCFA prior to the
implementation of the proposed change. However, there are instances where amendments be
approved with aretroactive effective date as far back as the beginning of the waiver year in which
it issubmitted. Some examples of such situations would be revisionsto the cost estimates, deletion
of awaiver service, or compliance with revised State rules or regulations.

B. Submission.--An amendment request is processed like a waiver request. (See §4441 for
process related instructions.) Amendment requests consist of two types: substantive requests and
technical requests.

It is to your benefit to submit technical amendments under separate cover from substantive
amendments. This maximizes the likelihood of approval without the delay caused by a request for
additional information, which is often necessary on substantive amendments.

1. Technica Amendment.--A technical amendment is any amendment in which the
change has no impact on cost or utilization of services (directly or indirectly). Such amendments
must be accompanied by specific assurances that there will be no change to the costs, utilization of
services, or number of persons served by the waiver, and an explanation of why thisis so.
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2. Substantive Amendment.--A substantiveamendment isany amendment whichdirectly
or indirectly affects any of the values under which the waiver was shown to be cost effective or cost
neutral at its approval. Therefore, in most cases, a change in any of the following would constitute
a substantive amendment:

_ a  Any change in the number of waiver recipients served, the cost of waiver
services, or the mix of beneficiary groups or services provided.

NOTE: AlthoughtheCx D FFP limitation has been eliminated effective for waiver applications (or
renewals) filed before, on, or after April 7, 1986 and for services furnished on or after
August 13, 1981, if you anticipate substantial changesin your cost estimates, submit these
changes in the form of an amendment to Kour waiver. Thisamendment should provide a
complete explanation of the reasons for the change and recomputed cost effectiveness or
cost neutrality formulas documenting the continued cost effective or cost neutrality of the
waiver program.

b. Changesto the definition of services.
c. Changesto who is€ligible to participate.
d. Changesto who may provide services.

e. Changesin health and safety standards for providers which would increase the
cost of services (e.g., change in the number of individuals who can be cared for in afoster home).

f.  Changes neca&arP/ to implement specific statutory provisions, e.g., the 1985
COBRA provisions pertaining to habilitation services or maintenance of income standards and the
1997 BBA provisions which deleted the requirement that individuals be discharged from an NF or
ICF/MR to be eligible for expanded habilitation.

Requestsfor substantive amendments must be accompanied by arevised formulawhich demonstrates
that the waiver will remain cost effective or cost neutral with the amendment. The formula format
to be used must comply with the formula given in 42 CFR 441.303(f) for amendments approved on
or after August 24, 1994.

4446. HOME AND COMMUNITY-BASED SERVICES - TERMINATIONS

A. Voluntary Terminations.--When you choose to voluntarily terminate your home and
community-based waiver beforethe expiration of thewaiver period, you must notify HCFA inwriting
30 days before terminating services to recipients. 'Y ou must also notify recipients of services under
the waiver in accordance with 42 CFR 431.210, 30 days before terminating services.

B. Involuntary Terminations

1. Causefor Involuntary Termination.--1f HCFA finds that you have violated any of the
assurances madein your approved waiver request, or are otherwisein violation of Federal regulations
applicable to home and community-based waivers, you will be given anotice of HCFA'sfindings and
an opportunity for a hearing to rebut those findings. If HCFA determines that you are not in
compliance with the regulations after the notice and any hearing, HCFA has the discretion to
terminate the waiver. HCFA will, in making this decision, take into account any information you
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have submitted with respect to why the waiver should not be terminated, including corrective action
plans and evidence of corrective action undertaken.

Circumstanceswhichmay, at HCFA'sdiscretion, result ininvoluntary termination of awaiver include
but are not limited to casesin which:

a.  HCFA findsthat your actual total expenditures for home and community-based
and other Medicaid services provided to individuals under the waiver exceed, for any year of the
waiver period, the amount that would beincurred by Medicaid for theseindividualsin ahospital, NF,
or ICF/MR without awaiver.

b. The health and welfare of waiver recipients have been jeopardized.

_ ~ €. You have not maintained accurate financial records documenting the cost of
waiver services.

d. You have faled to complete satisfactorily required HCFA reports needed to
evaluate the operation of the waiver.

e You havefailed to comply with an?/ other requirement established for the home
and community-based waiver program in Federal regulations.

_ f.  Youhaveoperated thewaiver inamanner whichisgrossy inconsistent with the
waiver as approved by HCFA.

_ 2. Process.--When HCFA believesthat termination of awaiver iswarranted, HCFA will
advise you in writing of its findings and will offer you an opportunity for a hearing to rebut the
findings. Procedures specified at 45 CFR Part 213 are applicable to your requests for hearings on
terminations.

Where the hearing resultsin termination of the waiver, or you choose to accept termination without
a hearing, you must notify recipients of services under the waiver in accordance with 42 CFR
431.210, and must notify them 30 days before terminating services.

THE NEXT PAGE IS 4-487.
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4460. NURSE AIDE REGISTRY

Establish and maintain a nurse aide registry of individuals who have successfully completed a nurse
aide training and competency evaluation program or competency evaluation program approved by
the State or have been deemed to have completed a nurse aide training and competency evaluation
program or have had the competency evaluation requirement waived. (See §2504.)

A. Registry Function.--Ensure that the nurse aide registry:

o Ligs al individuals who have successfully completed a nurse aide training and
competency evaluation program or competency evaluation program approved by the State;

o Listsall individuals who have been deemed to have completed a nurse aide training
and competency evaluation program;

o Ligtsadl individuals for whom the requirement to complete a nurse aide competency
evaluation program has been waived by the State;

o Lisgtsall nurse aides who have been found by the State to have abused or neglected
aresident or misappropriated resident property;

0 Removesentriesfor all individualswho have performed no nursing or nursing-related
services for monetary compensation for a period of 24 consecutive months except those individuals
who have been found to have abused or neglected residents or misappropriated resident property;

0 Discloses the date of eligibility for placement on the registry and any information
pertaining to a finding of resident abuse or neglect or misappropriation of resident property to
everyone requesting information about an individual on the registry. (You may disclose any
additional information you deem necessary.);

0 Providesindividuasontheregistry with all information in the registry on them when
findings of resident abuse or neglect or misappropriation of resident property are made or upon
request;

_ 0 Permits al individuals on the registry sufficient opportunity to correct any
misstatements or inaccuracies contained in the registry;

o Issufficiently accessible to meet the needs of the public and health care providers,
0 Providesrequested information promptly; and

0 Does not impose any charges related to registration on individuals listed in the
registry.
The nurse aide registry may include information on home health aides who have successfully

completed a home health aide training and competency evaluation program approved by the Statef
home health aides are differentiated from nurse aides.
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B. Reqgistry Information.-- The following items must be maintained and retrievable from the
nurse aide registry for each individual who has completed a nurse aide training and competency
evaluation programor competency evaluation program approved by the State, who has been deemed
to have completed a nurse aide training and competency evaluation program, or for whom the State
has waived the competency evaluation requirement:

0 Theindividua's full name.
0 Information necessary to identify the individual.
0 Thedatetheindividual became eligible for placement in the registry.

o0 Anyfinding by you of resident abuse or neglect or misappropriation
of resident property by an individual documenting:

-- Your investigation, including the nature of the allegation andthe evidence that
led you to conclude that the alegation was valid;

--  Thedateof thehearing (if theindividual choseto have one) and itsoutcome; and
-- A statement disputing the allegation, if the individual chose to make one.

Findings of resident abuse or neglect or mi&aﬁpropriation of resident property against a nurse aide
must be included inthe registry within 10 working days and must remain in theregistry permanently,
unlessthefinding wasmadein error, theindividual wasfound not guilty inacourt of law, or the State
is notified of the individual's death.

C. Responsibility for the Nurse Aide Reqgistry.-- The State may contract the
daily operation and maintenance of the registry to a non State entity; however,
the State must maintain overall accountability for operation of the registry and compliance with
regulations, and only the State survey agency is permitted to place findings of resident abuse or
neglect of misappropriation of resident property on the registry.
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4470. SPECIFICATION OF RESIDENT ASSESSMENT INSTRUMENTS FOR USE IN
LONG TERM CARE FACILITIES

4470.1 Statutory Requirements--Sections 1819(b)(3), 1819(e)(5), 1819 f)ﬁ6)(B), 1919(b?(3),
1919(e)(5), and 1919(f)(6)(B) of the Act specify assessment requirementsfor skilled nursing facilities
(SN Fs? for Medicare and nursing facilities (NFs) for Medicaid, which provide nursing, medical, and
rehabilitative care to Medicare and/or Medicaid beneficiaries. These provisions require facilities to
conduct comprehensive, accurate, standardized, and reproducible assessments of each resident's
functional capacity using a resdent assessment instrument that has been specified by the State. In
addition, all resident assessment instruments must include the minimum data set of core elements,
common definitions and utilization guidelines specified by HCFA. (See 84470.2.)

These provisions place specific responsibilities on the Department, the State, and providers. HCFA
isresponsible for specifying the minimum data set, common definitions and utilization guidelinesand
for designating one or more resident assessment instruments for use by the States. The States are
responsible for specifying the resident assessment instrument for use by facilities in the State. The
State may use a resident assessment instrument designated by HCFA or specify its own instrument
provided that it includes the minimum data set and has been aﬂproved by HCFA. Theprovidersare
responsible for using the specific assessment instrument that has been specified by the State.

4470.2 Dé€finitions

0 Minimum Data Set (MDS)--A minimum set of screening and assessment elements,
including common definitions and coding categories, needed to comprehensively assessan individual
nursing home resident. The itemsin the MDS standardize communication about resident problems
and conditions within facilities, between facilities, and between facilities and outside agencies.

o0 Common Definitions--Standardized explanations of each element specified in the MDS.

0 Coding Categories--L evels of measurement for each element included in the MDS.

o Triggers--Levels of measurement (coding categories) of MDS elements that identify
residents who may require further evaluation using resident assessment protocols designated by the
State.
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0 Resident Assessment Protocols(RAPS)--Structured frameworksfor organizingMDS elements,
and additional clinically relevant information about an individual that contribute to care planning.
(The State is not required to use the term "resident assessment protocol” in defining structured
frameworks.)

0 Resident Assessment Instrument--A standardized system comprised of the MDS and RAPs,
including triggers, that result in a comprehensive, accurate, standardized, reproducible assessment
of each long term care facility resident’s functional capabilities.

o Utilization Guidelines--I nstructions concerning when and how to use the resident assessment
instrument.

4470.3 MDSand Resident Assessment | nstrument Designated by HCFA .--HCFA isresponsible for
specifying the MDS, its common definitions and utilization guidelines, and for designating one or
moreresident assessment instruments. HCFA's proposed resident assessment instrument is specified
in Appendix R of the State Operations Manua (SOM). Copies of Appendix R may be obtained by
writing to:

Director, Division of Long Term Care Services
Office of Survey and Certification, HCFA
Meadows East Building - Area 2-D-2

6325 Security Boulevard

Baltimore, MD 21207

Attn: Nursing Home Branch

The resident assessment instrument is comprised of the utilization guidelines, the MDS of core
elementsand common definitions, and the RAPs. Theutilization guidelinesare specified in Appendix
R, Part |; the core elements of the MDS and common definitions are specified in Part 11; and the
RAPs, triggers and instructions for use in Part 111.

4470.4 Specification of a State Resident Assessment | nstrument.-- The State must specify aresident
assessment instrument for use in the long term care facilities in your State participating under
Medicare and/or Medicaid. Y ou may either specify the resident assessment instrument designated
by HCFA, which is comprised of utilization guidelines, the MDS with common definitions, and the
18 RAPswithtriggersand adocumentation format (see Appendix R) or you may specify an alternate
instrument for use in your State. If you specify an alternate instrument, it must be approved by
HCFA. To receive approval, an adternate instrument must contain:

0 The Utilization Guidelines. See Appendix R, Part | of the SOM.
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0 TheMDS. SeeAppendix R, Part Il of the SOM. All dataelementsand corresponding coding
categories specified in the MDS must be contained in the State's instrument. Y ou may not alter the
MDS definitions or the coding categories used with each MDS element. Y ou are encouraged to
maintain the elements within the section in which they appear on the MDS and maintain the order of
the sections of the MDS. However, if adequately justified by supporting clinical or operational
rationale and accompanied by a conversion table between the State's instrument and HCFA's MDS,
you may request approval to:

- Reorder themgjor sectionsof theMDS. For example, Section E. -Physical Functioning and
Structural Problems on the MDS may be moved to between Section B. -Cognitive Patterns and
Section C. -Communication/Hearing Patterns and the sections relettered.

- Relocate an MDS element(s) from one section of the MDSto another aslong asthe change
does not interfere with the element’s effectiveness for assessment.

- Include data elements additional to those in the MDS that are needed to meet unique State
operational needs. These additional items will only be reviewed by HCFA to assure there is no
cr(])nfli%tI with elementsincluded intheMDS,; i.e., HCFA will not evaluate the merits of your including
those elements.

0 RAPs. An alternate resident assessment instrument must include structured frameworks for
organizing MDS elements and additionally relevant information about an individual that contributes
to care planning. The State is not required to use the term RAP in an alternate instrument and a
State's protocol.

A State developed dternate resident assessment instrument must provide frameworks for
comprehensive assessment in the following care areas:

- Cognitive loss/dementia;

- Visual function;

- Communication,

- Activities of daily living functional potential;

) - Rehabilitation potential (HCFA'sinstrument combinesthe RehabilitationRAPwiththe ADLs
RAP);

- Urinary incontinence and indwelling catheter;
Psychosocia well-being (In the HCFA-designated instrument, in addition to a distinct

psychosomal well- bemg protocol therearethreedistinct RAPsthat bear on psychosocial functioning:
"mood", "behavior”, and "delirium".);
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- Activities,

- Fals

- Nutritiona status,

- Feeding tubes;

- Dehydration/fluid maintenance;

- Dental care;

- Pressure ulcers;

- Psychotropic drug use; and

- Physical restraints.
These care areas may be combined in different waysto create a RAP comparable to that designated
by HCFA. For example, you ma?{ have a RAP that combines nutritional status and tube feeding or
activitiesof daily living and rehabilitation potential. However, if you createalternative RAPSthrough
combining care areas, you must provide a cross-walk chart from your RAPsto the above care areas.

Includein each RAP you develop assessment triggers, based on MDS elements or other information
requirements, that screen which residents are subject to additional assessment.

If you select alternative triggers and/or information requirements for your RAI, you should provide
supporting documentation for your decisions. Such documentation may take the form of citations
from the literature, results of field testing, or the consensus of experts that you use to assist in
designing these RAPs.

Specify a standardized approach that long term care facilities will use to document information
derived from RAPsabout the nature of problems, complicationsand risk factors, the need for referral
to appropriate health professionals, and the reasons for deciding to proceed or not to proceed with
care planning specific to the triggered problems. There must be provision for identification of the
location of these assessment results so that they can be easily retrieved and for certification of
completion accuracy. (Seethe RAP formats designated by HCFA in Appendix R, Part 111.) Also, we
advise you to encourage facilities to maintain the MDS data in computer readable form.
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4470.5 Approval Process.--Inform HCFA by October 19, 1990, whether you intend to specify the
resident assessment instrument designated by HCFA or request approval for your State instrument.
When requesting approval for your State instrument, include a copy of the instrument and its
instructions, and a short narrative specifying how the instrument conforms with the utilization
guidelines, theMDS, and RAPs. Include conversion tablesand the name, address, and phone number
of your State contact. Please send all correspondence concerning this matter to:

Director, Division of Long Term Care Services
Office of Survey and Certification, HCFA
Meadows East Building - Area 2-D-2

6325 Security Boulevard

Baltimore, MD 21207

ATTN: Nursing Home Branch

HCFA will review your instrument to determine whether it is an acceptable aternative, and will
communicatedirectly with State representativesto clarify information, if necessary. HCFA will make
every effort to work with you to meet your needs for resident assessment information. After you
receive HCFA's approval, notify the providers within your State by providing a copy of the State's
specified instrument and the procedures for using the instrument. Y ou must assure that facilities
begin using the specified instrument within 90 days after notification from the State. Y ou must
facilitate implementation by providing the necessary technical direction and training to facilities.
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4480. PERSONAL CARE SERVICES

A. Generd.--Effective November 11, 1997, HCFA published afinal regulation in the Federal
Register that removed personal care services from regulations at 42 CFR 440.170 and added a new
section at 42 CFR 440.167, “Personal Care Services in a home or other location.” The fina rule
specifies the revised requirements for Medicaid coverage of personal care services furnished in a
home or other location as an optional benefit. This rule conformsto the Medicaid regulations and
to theprovisonsof 813601(a)(5) of the Omnibus Budget Reconciliation Act (OBRA) of 1993, which
added 81905(a)(24) to the Social Security Act to include payment for personal care services under
the definition of medical assistance

Under 81905(a)(24) of the Act, States may elect, as an optional Medicaid benefit, personal care
services furnished to an individual who is not an inpatient or resident of a hospital, nursing facility,
intermediate care facility for persons with mental retardation (ICF/MR), or institution for mental
disease. The statute specifiesthat personal care services must be: (1) authorized for anindividual by
a physician in a plan of treatment or in accordance with a service plan aﬂproved by the State; (2)
provided by an individual who is qualified to provide such services and who is not a member of the
individual’ s family; and (3) furnished in a home or other location.

B. Changes Made by Final Regulation.--Personal care services may now be furnished in any
setting except inpatient hospitals, nursing facilities, intermediate care facilities for the mentally
retarded, or institutions for mental disease. States choosing to provide personal care services may

rovide those services in the individual's home, and, if the State so chooses, in settings outside the
ome.

In addition, services are not required by Federal law to be provided under the supervision of a
registered nurse nor does Federal law require that a ﬁhys cian prescribe the services in accordance
with a plan of treatment. States are now permitted the option of allowin e(? services to be otherwise
authorized for the beneficiary in accordance with a service plan approved by the State.

C. Scope of Services.--Persona care services (also known as personal assistance services)
covered under a State’' s program may include a range of human assistance Frowded to personswith
disabilitiesand chronic conditions of all ageswhich enablesthemto accomplishtasksthat they would
normally do for themselves if they did not have adisability. Assistance may be in the form of hands-
on assistance (actually performing a personal care task for a person) or cuing so that the person
performs the task by him/her self. Such assstance most often relates to performance of ADLs and
IADLs. ADLsinclude eating, bathing, dressi g toileting, transferring, and maintaining continence.
|ADL s capture more complex life act|V|t|es and include personal hygiene, light housework, laundry,
meal preparation, transportation, grocery shopping, using the telephone, medication management,
and money management. Personal care services can be provided on acontinuing basisor on episodic
occasions. Skilled services that may be performed only by a health professional are not considered
personal care services.

1. Cognitivelmpairments.--Anindividual may bephysically capableof performing ADLs
and |ADLsbut may havelimitationsin performing these activities because of acognitiveimpairment.
Personal care services may be required because a cognitive impairment prevents an individual from
knowing when or how to carry out the task. For example, an individual may no
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longer be able to dress without someone to cue himor her on how to do so. In such cases, personal
assistance may include cuing along with supervision to ensure that the individual performs the task

properly.

2.  Consumer-Directed Services.--A State may employ a consumer-directed service
delivery model to provide persona care services under the personal care optional benefit to
individuals in need of personal assistance who are not cognitively impaired and have the ability and
desire to manage their own providers. In such cases, the Medicaid beneficiary may hire their own
provider, trainthe provider according to their personal preferences, superviseand direct theprovision
of the personal care services and, If necessary, fire the provider. The State Medicaid Agency
maintains responsibility for ensuring the provider meets State provider qualifications (see E below)
and for monitoring service delivery.

D. Déefinition of Family Member.--Personal care services may not be furnished by a member
of the beneficiary’s family. Under the new fina rule, family members are defined to be “legally
responsible relatives.” Thus, spouses of recipients and parents of minor recipients (including
stepparents who are legally responsible for minor children) are included in the definition of family
member. Thisdefinition necessarily will vary based on the responsihilitiesimposed under State law
or under custody or guardianship arrangements. Thus, a State could restrict the family memberswho
may qualify as providers by extending the scope of legal responsibility to furnish medical support.

E. Providers.--States must develop provider qualifications for providers of personal care
services and establish mechanisms for monitoring the quality of the service. Services such as those
delegated by nurses or physicians to persona care attendants may be provided so long as the
delegation is in keeping with State law or regulation and the services fit within the personal care
services benefit covered under a State’s plan.  Services such as assistance with taking medications
would be allowed if they are permissible in States Nurse Practice Acts, although States need to
ensure the personal care assistant is properly trained to provide medication administration and/or
management.

States may wish to employ several methods to ensure that recipients are receiving high quality
personal care services. For examEIe, States may opt to a criminal background check or screen
persona care attendants before they are employed. States can aso establish basic minimal
requirements related to age, health status, and/or education and allow the recipient to be the judge
of the provider’s competency through an initial screening. States can provide training to personal
care providers. States also may require agency providersto train their employees. States can also
utilize case managers to monitor the competency of personal care providers. State level oversight
of overall program compliance, standards, case level oversight, attendant training and screening, and
recipient complaint and grievance mechanisms are ways in which States can monitor the quality of
their personal care programs. In this way, States can best address the needs of their target
populations and develop unique provider qualifications and quality assurance mechanisms.
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4560. SKILLED NURSING FACILITY (SNF) AND INTERMEDIATE CARE FACILITY
(ICF) SERVICES PROVIDED BY SWING BED HOSPITALS

A. Background.--Pursuant to 81913 of the Social Security Act, you have had the option, since
July 20, 1982, of amending your State plansto cover SNF-and ICF—tggoe services when provided by
certain hospitals. Thisoptionwas enacted, for both Medicare and Medicaid, because of the shortage
of long term care bedsin rural areas.

The Medicaid provision alows you to exercise this option with those hospitals which have "swing
bed" approvalsunder Medicare. Under those approvals, the hospitalscan"swing" their beds between
acute and long term care levels of care, on an as needed basis but, to do so, the hospital must meet
the following requirements:

0 Belocated inarural area(i.e., located outside of an "urbanized area,”" as defined by
the Census Bureau, and based on the most recent census) and have fewer than 100
beds (excluding beds for newborns and intensive care type units);

0 Have ahospital Medicare provider agreement;
0 Begranted any necessary certificate of need;

0 Besubstantially in compliance with the SNF conditions of participation for patient
rights, 42 CFR 405.1121(k)(2), (3), (4), (7), (8), (10), (11), (13) and (14); specidized
rehabilitative services, 42 CFR 405.1126(a),(b) and (c); dental services, 42 CFR
405.1129; social services, 42 CFR 405.1130; patient activities, 42 CFR 405.1131; and
discharge planning, 42 CFR 405.1137(h); (most other SNF conditions would be
largely met by virtue of the facility 's compliance with comparable hospital
conditions);

0 Not havein effect a 24-hour nursing waiver granted under 42 CFR 405.1910(c); and

o Not have had a swing bed approval terminated within the 2 years previous to
application for swing bed participation.

However, the Department may grant a swing bed approval, on ademonstration basis, with hospitals
meeting al of the statutory requirements except size and geographic location.

Under 84005(b)(2) of the Omnibus Budget Reconciliation Act of 1987, effective for swing-bed

agreements entered into after March 31, 1988, hospitals with more than 49 beds (but less than 100
beds) are subject to the following:
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o If thereisan available SNF bed in the geographic region, the extended care patient must
be transferred within 5 days of the availability date (excluding weekends and holidays) unless the
patient's physician certifies, within that 5-day period, that transfer of that patient to that facility isnot
medically appropriate on the availability date. 1n order to do this, hospitals need to identify all SNFs
in their geographic region and enter into agreements with them for the transfer of extended care
ngents under which SNFs are to notify the hospitals of the availability of beds and the dates these

swill be available for extended care patients; and

0 The5 week day transfer requirement and the 15 percent payment limitation do not apply
for Medicaid reimbursement purposes.

Hospitals having fewer than 50 beds and rural hospitals which entered into agreements before
March 31, 1988 (i.e., those which were licensed for more than 49 beds but who were operating as
a 50 or less bed facility) are not subject to the 5 week day transfer requirement or the payment
limitation for extended care days. (See §2230.7 of the Provider Reimbursement Manual for the
explanation of the payment limitation.)

"Geographic region” is an area which includes the SNFs with which a hospital has traditionally
arranged transfers and all other SNFs within the same proximity to the hospital. In the case of a
hospital without existing transfer practicesuponwhichto baseadetermination, thegeographicregion
is an area which includes all the SNFs within 50 miles of the hospital unless the hospital can
demonstrate that the SNFs are inaccessible to its patients. Inthe event of adispute asto whether an
SNF is within this region or the SNF is inaccessible to hospital patients, the HCFA regiona office
shall make a determination.

B. Limitationsand Payment.--1f you chooseto include in your plan coverage of SNF-or | CF-
type servicesprovided by swing bed hospitals, those serviceswill betreated the same as SNF services
furnished in a SNF and | CF services furnished in an ICF. Generally, Federal or State requirements
applicableto SNF or | CF serviceswould be equally applicable to swing bed long term care services,
asappropriate (i.e., SNF requirementswould apply to SNF-type services provided in swing bedsand
| CF requirements would apply to | CF-type services provided in swing beds).

Also, payment for long term care swing bed services under Medicaid are to be reimbursed at SNF or
| CF rates, as appropriate. See 42 CFR 447.280.
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4570. AMBULATORY SURGICAL CENTER SERVICES.

A. Background.--Ambulatory surgical center (ASC) servicesare currently coverableasclinic
services under regulations at 42 CFR 440.90. They may aso be covered under
section 1905(a)(18) of the Social Security Act as”. . . any other medical care, and any other type of
remedial care recognized under State law, specified by the Secretary.”

B. Limitations and Payment.--ASC services provided under this benefit must meet the
following requirements:

1. They must be provided by adistinct entity that operates exclusively for the purpose
of providing surgical servicesto patients not requiring hospitalization;

2. They must be furnished to outpatients;

3. They must be furnished by afacility that meets the requirementsin sections 42 CFR
416.25-416.49; and,

4. They must be recognized under State law.
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4580. PHLEBOTOMY AND CASEMANAGEMENT SERVICESASSOCIATED WITHTHE
DRUG CLOZARIL

A. Background.--Clozaril wasapproved by the Food and Drug Administrationin 1989, subject
to the requirement that it would be provided only to patients who have weekly white blood cell
counts. From February 1990 until June 1991, Sandoz Pharmaceuticals marketed Clozaril with an
exclusive distribution system known as the Clozaril Patient Management System (CPMS).

From the perspective of the Medicaid benefit package, HCFA views ClozarLIJoI us the associated
servicesinthree pieces. (1) thedrug itself; (2) thelaboratory tests; and (3) related services consisting
of phlebotomy and case management type services to achieve the necessary monitoring. Statesare
required to cover Clozaril, if they cover prescribed drugs under their State plans. I1n addition, States
must provide the required laboratory services to categorically needy individuals. States are not
nec&ssﬁrilx requiredto cover the phlebotomy and case management typesof services, depending upon
whether they are components of mandatory or optional services listed in 81905(a) of the Act. If
States cover these services, they may provide the phlebotomy and case management services either
separately or can bundle the two services.

If your State choosesto cover case management services separately (unbundled), you can use either
tarégeted case management or administrative case management, asafunction necessary for the proper
and efficient operation of the Medicaid State plan, as provided in §1903Sa) of the Act. Case
management may also be a component of other services listed in 81905(a) of the Act, such as
physician or clinic services. If your State chooses to cover phlebotomy as a separate (unbundled)
service, you can cover it as part of another service listed in 81905(a) of the Act, such as physician,
home hedlth or laboratory services. If States do not cover phlebotomy and case management
services, the individual must provide for these services in order to receive Clozaril.

Section 1905(a)(22) of the Act defines medical assistance to include, among other things, ". . . any
other remedial carerecognized under Statelaw, specified by the Secretary." Accordingly, HCFA has
determined that the phlebotomy and case management services may be provided as a bundle of
component services which an individual must receive in order to receive the drug Clozaril under
§1905(a)(22) of the Act.

B. Limitations and Payment.--Y ou may cover the drug Clozaril and the associated services
in the following manner:

0 The drug must be included under the coverage of prescription drugs described in
§1St3)27 of the Act and in 42 CFR 440.120 and reimbursement in accordance with 42 CFR 447,
Subpart D;

0 The laboratory services, i.e., the white blood cell test must be covered under the
laboratory services benefit and performed in accordance with 42 CFR 440.30;

0 Theremaining services, consisting of phlebotomy and case management type services
may be covered asabundle under other remedial care under the authority of 81905(a)(22) of the Act.
Payment rates may be established in accordance with 42 CFR Part 447, Subpart D. Otherwise, case
management may be covered separately (unbundled? asaseparate service under 81905(a)(19) of the
Act or as part of another covered service. Phlebotomy services may be covered separately
(unbundled) as part of another service category; and

0 The services must be recognized under State law.
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4600. USAGE OF CERTIFICATION & TRANSMITTAL, HCFA-1539

A. Approva of Medicaid-Only Facilities.--When the State survey agency (SA) approves or
reapproves an | CF or a SNF which participates only in Medicaid or which has a distinct part which
participates only in Medicaid, the SA sends you both a yellow copy and a blue copy of the
Certification & Transmittal, HCFA-1539. In these cases the HCFA-1539 provides a record of the
SA's official determination approving the facility for participation. If you issue a new provider
agreement or issue arenewal provider agreement to the facility (see 884602 and 4602.1), complete
items 19-31 of the form, sign the blue copy in the "Determination Approved" block at the bottom,
and send the blue copy to the HCFA-RO. Keep the yellow copy.

If you decline to enter into an agreement with a SNF or | CF for good cause even though the SA has
issued adetermination of approval (see 84602), check box 2 initem 19 of the HCFA-1539 and give
ygltljr reasons in item 30, "Remarks." Sign the blue copy and send it to the HCFA-RO. Keep the
yellow copy.

B. Approva of Medicare-Only and Medicare/Medicaid Institutions.--In all certification
approvals other than A, above, the SA sends the HCFA-1539 to the HCFA-RO as arecord of its
certification findings. The HCFA-RO uses it in making the determination whether to approve the
institution and, in most cases, to enter into a provider agreement. In these cases, the SA sends you
only the blue copy of the HCFA-1539. If aclass of institution is subject to Medicare certification,
gou cannot enter into aprovider agreement with such institution until it is approved for participation

y HCFA. The HCFA-1539 is not anotice of approval in these cases. Wait to receive a copy of the
HCFA notice of approval before issuing a Medicaid provider agreement.

C. Partial Approvals.--Laboratories and certain other institutions are often approved only for
certain services that they perform. Medicaid provider agreements and payments must be limited
accordingly. Modifications of coverage may occur quite frequently with laboratory tests, therefore
keep track of the coverage change noticeswhichthe HCFA-1539sprovide. However, asin B, above,
wait to receive a copy of the HCFA determination notice of approval before taking any action.
Provider agreements if issued to these classes of institutions are to be so worded that they do not
require reissuance or modification each time the scope of approved services is modified.
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D. Adverse Actions.--Be alert to the receipt of any HCFA-1539s indicating that an institution
isno longer approvable, aswell asto other noticesfrom HCFA which indicatethat aprovider isbeing
sanctioned on any grounds. HCFA may terminate participation or, in aMedicare SNF, HCFA may
impose an aternative ban on payment for new admissions for eleven months. HCFA may take other
adverse actions on grounds of fraud, program abuse, failure to comply with financial terms of the
Medicare provider agreement, or utilization practices. Generally, Medicaid sanctions follow suit.
See 84650ff for instructions on adverse processes.

In Medicaid-only long-term care facilities, if the HCFA-1539 shows that requirements are not met,
promptly undertake the initiative to impose the sanction. However, you may disagree with the SA
recommendation whether or not to deny payments for new admissions in lieu of immediate
termination. If the SA recommended a denial of payments but you decide to terminate, enter a2 in
block 19 of the HCFA-1539, and explain your decision in Item 30. If the SA recommended
termination and you decide to use the denia of payments, enter a 1 in block 19 and explain your
decisionin Item 30. Circle Item 30 in red ink on the blue copy and notify the SA of these changes so
the SA can correct its revisit schedule.

4601. USAGE OF THE STATEMENT OF DEFICIENCIES AND PLAN OF CORRECTION,
HCFA-2567

A. How theHCFA-2567 isPrepared.--The HCFA-2567 isatwo-column, five-copy form. The
left column is used to list deficiencies found ina SA survey. Theright column is for the institution
to respond by explaining how and when it will correct each deficiency.

Whenthe SA surveysaninstitution, it usually issuesawritten list of deficiency findingsby completing
the left hand column of a HCFA-2567, citing each quality standard in question. It may omit the
HCFA-2567 in some cases when, because the deficiencies present animmediate hazard to the health
and safety of the patients or residents, the surveyor intends to recommend swift termination
regardless of the possibility of subsequent correction. Interminations, the deficienciesare publicized
in other ways. Most SAs even complete the HCFA-2567 to record "no deficiencies found," for
reporting purposes. Sometimes the SA performs follow-up surveys to ascertain whether provider
deficiencies have been corrected, and in those cases, it reports the fully corrected deficiencies on a
Post-Certification Revisit Report, HCFA-2567B.
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The usual practice when an institution is in compliance but has correctable deficienciesisto citethe
deficiencies verbally at the end of the survey, and send atyped, reviewed Statement of Deficiencies
by mail within 10 af/s. The institution generaly has 10 days in which to return the form with the
right hand column, Plan of Correction, completed with target dates for each correction. (Of course,
the institution can make any response it chooses, such as denying that the deficiencies exist.) The
nature of the response can influence the adjudicative conclusion whether the institution is complying
with the standards or not. The SA includes copies of the HCFA-2567 in the certification materials
sent either to you or to the HCFA-RO.

B. Processing HCFA-2567 for ICFs and Medicaid-Only SNFs.--Pursuant to section
1902(a)(36) of the Act and 42 CFR 431.115, you must:

0 Provideinthe State Plan that deficiency information will be disclosed in accordance
with the regulation (along with ownership and contract information disclosable in
accordance with 42 CFR 455.104);

0 Haveaprocedure for disclosing the survey findings;
0 Requirethe SA to:

- Makethe statements of deficiencies available to the public assistance office and
Socia Security office serving the area where the provider islocated;

- Submit a plan to HCFA for making the findings available to other Eublic
assistance ggencies inlocations where it would be helpful to users of the health
service; an

- Retain the statements and make them available to the public on request
immediately upon approving or reapproving thefacility and no later than 90 days
after each survey.

When you send the certification materials forward to the HCFA-RO after taking your case actions
(including following your disclosure procedure), include a copy of the HCFA-2567.

C. All Other HCFA-2567s.--Y ou receive a copy of each HCFA-2567 (and each follow-up
HCFA-2567B) after it has been cleared and disseminated by the HCFA-RO for public disclosure.
Yoursis an informational copy requiring no action. Y ou may disclose its contents to anyone at any
time.
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4602. PROVIDER AGREEMENTS

A. Medicaid Provider Agreements.--Section 1902(a)(27) of the Act requires a system of
formal agreements with every person or institution providing health services to Medicaid patients.
Such persons or institutions must agree to furnish:

o] Regords necessary to fully disclose the extent of the services provided to individuals;
an

0 The State Medicaid agency or the Secretary of HHS with information requested
regarding any payments claimed for providing these services.

42 CFR Part 442 introduces the term, "provider agreements’ in this connection. The context makes
clear inthat Part 442, "provider" means SNF and | CF agreements. In Medicare, provider means a
party that cares for the patient awaiting, receiving or recuperating from therapy given by an
Intervening practitioner, specifically, ahospital, hospice, home health agency, skilled nursing facility,
or comprehensive outpatient rehabilitation facility. Part 442 extendstheterm provider to cover | CFs
aswell. (A HMO isnot aprovider; under Part 434 aHMO is acontractor.) You need not include
inyour definition other institutionswhich are certified for Medicare, such asindependent laboratories
and physical therapists, if Medicare defines them as "suppliers’ rather than "providers." Your
definition must be givenin your State Plan, and should be included in any pertinent State regulations.

You may enter into a provider agreement with a SNF or | CF which has been approved by the SA,
but you may refuse to enter into one, or you may cancel one, if you have adequate documentation
showing good cause. What may constitute good cause is not particularized in the regulation, but
should be specified inyour State Plan and in any pertinent State regulations. For example, inan area
wherethereisover-bedding in SNFsor | CFs, you may decide not to enter into aprovider agreement.

B. Invalidation of Medicaid Provider Agreements by HCFA .--A provider agreement which
you enter into may be invalidated by HCFA even if the SA certified the provider, if:

0 Improper procedures were used to effect the approval and/or the agreement, or
0 Any procedura State plan requirement was violated, or
o0 Thefacility is found by HCFA to be actually not in compliance with standards.

0 Thefacility is not in compliance with Federal civil rights requirements.
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In the first two instances, the agreement is considered invalid for FFP purposes from the beginning.
FFPisdisallowed for any paymentsmadefor careinthe affected facility, and the State'sonly available
appedl is through the HCFA grant disallowance procedures. In the third instance, the facility's
participation is terminated prospectively, and the facility can appeal HCFA's overruling of the State
action through HCFA's provider appellate procedures.

C. "Coterminous' Effective Dates of Provider Agreements.--If you enter into a provider
agreement with a provider that participates in Medicare, the beginning and ending dates of the
agreement must be the same as the Medicare agreement. Nonrenewal, cancellation, termination and
payment sanction dates must also be the same as for Medicare.

The agreement must be effective on:
0 Thedatethe ongte survey is completed;
o0 Theday following the expiration of a current agreement;

o0 Thedate the ingtitution meets all requirements, or the date it submits an acceptable
plan of correction, whichever is later.

4602.1 Tems of Time-Limited Provider Agreements With SNFs and [ICFs.--Time-limited
agreements are employed in long term care provider cases. The scheduled expiration of the
agreement governsthelength of timethe certificationisvalid. Establish the length of the agreement
based on the period of certification established by the SA. The length of the agreement may not
exceed the certification period recommended by the SA; however, you may establish a shorter
certification period when you deem it appropriate.

A. FRull 12 Months.--Where there are no standards out of compliance, you may issue an
unconditional agreement of 12 full calendar months.

B. Conditiona 12 Month Agreement Subject to an Automatic Cancellation Clause.--Where
a SNF or ICF is in compliance with the Conditions of Participation (standards for ICFs) but has
deficiencieswhich must be corrected, you may execute aconditional agreement up to 12 full calendar
months, subject to an automatic cancellation clause, i.e., 60 days after the projected correction date.
Unlessthe corrections are completed as promised or there is substantial progressin carrying out the
Plan of Correction, cancel the agreement.

Thistype of certification period ismost appropriate where, despite the deficiencies, thefacility isable
to provide an adequate level of patient care, has responded with an acceptable Plan of Correction,
and, by its past performance in correcting deficiencies, can reasonably be expected to make the
necessary improvements.
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C. Period of Certification Which Expires 60 Days After Plan of Correction.--Where a SNF has
deficienciesin one or more standards, you establish an expiration date two full months after the date
specified for complete implementation of the Plan of Correction. The SA will resurvey after the
implementation date. Cancel the provider agreement at the expiration date unless deficiencies have been
corrected by the survey date.

D. Extension of the Agreement.--Extend the term of an expiring agreement one time only, for a
period of two full calendar months if:

0 TheSA notifiesyou inwriting beforethe original expiration date that the extension will not
jeopardize patients health and safety; and

0 The extension is needed either to prevent substantial harm to the facility, to prevent
hardship to the patients, or because it cannot be determined before expiration whether the
facility has complied.

4603 READMISSION TO THE MEDICARE OR MEDICAID PROGRAM AFTER
TERMINATION

A. Readmissionof Medicaid-only SNFafter Medicare Termination.--Beforereadmitting aSNFthat
has been terminated by Medicare, determinethat the facility has provided to the SA reasonable assurance
that conditionsthat caused termination will not recur. (When HCFA terminates a Medicaid-only facility
pursuant to section 1910(c) of the Act, HCFA makes the reasonable assurance determination.)

The reasonable assurance period must be satisfied before you may issue an agreement to that facility and
ualify for FFP. Y our failure to require reasonable assurance is a basis for the RO disallowing FFP for
the services furnished by that facility (42 CFR 442.30).

B. Readmission Criteria.--After the involuntary termination, cancellation, or nonrenewal of its
agreement, the SNF cannot again participate in the Medicare or Medicaid program unless:

0 Thereasonsfor the termination, cancellation, or nonrenewal no longer exist;
0 Thereisreasonable assurance that they will not recur; and
0 All statutory and regulatory requirements are fulfilled.
C. Reasonable Assurance Concept.--Generally, the facility should be required to operate for a
certain period of time without recurrence of the deficiencies which were the basis for the termination.

Participation can only resume following that period. If corrections were made before making a new
request for participation, the period of compliance before the request is counted as part of the period.
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The HCFA-RO makes the determination whether or not the facility is eligible for readmission, for
Medicare or Medicare/Medicaid facilities. 'Y ou make the determination concerning readmission as
aMedicaid-only SNF if the SNF had been terminated by HCFA as a Medicare/Medicaid facility.

To determine the reasonable assurance period, evaluate the following considerations:

I.  Provider's Compliance History.--When the provider previoudy participated was
compliance maintained historically? Were plans of correction implemented on time? Does the
provider have a history of making good faith efforts to correct deficiencies and to maintain
compliance? Doesthe provider have arecord as being cited time after time for essentially the same
problems? Was adverse action initiated against the provider but not put into effect?

2. The Facility's Compliance History.--Is the facility located in an area which is
underserved by needed health professionals? Doesthe applicant’s pay scale or the facility'slocation
deter the hiring and retention of staff? Does the facility have inherent problems which are likely to
cause the recurrence of significant deficiencies?

~ 3. Correction of Deficiencies Which Constituted the Basis for Termination.--Have all
deficiencies been corrected? Are corrective actions such that compliance is likely to continue?

The SA should conduct onsite visits during the reasonable assurance period to confirm provider
compliance.

Examples using the above criteria to establish a reasonable waiting period for readmission follow:

Example A - The Happy Hill Convalescent Home was terminated on

September 15, 1984. The facility was cited for several life safety code (LSC) violations: primarily,
the absence of sprinklersin hazardous areas and smoke barriersin patient areas. The owner argued
that corrective action was too expensive. On October 1, 1984, the facility was purchased by John
Swift. Mr. Swift owns several SNFsinthe State and isknown to be areputable provider. All of Mr.
Swift's other facilities meet the LSC.

Reasonable Assurance - You determine that Mr. Swift may participate when the LSC
deficiencies have been corrected and all other conditions are met.

Example B - Pleasant Plains Nursing Home was terminated on

September 20, 1984. Thefacility corrected those deficiencieswhich led to termination and requested
readmission on October 15, 1984. Y ou review the provider's history of compliance and find that
hri]storically the facility had met substantially all program requirements. Documentation reveals that
the
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facility wasthe subject of uncontrollable staffing shortages which led to the deterioration of care and
services and noncompliance with the Conditions. Current information affirms that the staffing
problems have been resolved.

Reasonable Assurance - Y ou established 30 days from October 15, 1984, as reasonable based
on the facility's good compliance history and the resolution of the problemsthat led to termination.

Example C - Green Acres Nursing Home was terminated on November/1,/1984. The facility was
cited as not meeting severa Conditions of Participation. The facility alleged to have corrected all
deficiencies on December 1, 1984, and requested immediate readmission. You reviewed the
provider's compliance history and noted that one or more Conditions had been cited in each of the
previousthree surveys, but thefacility usually managed to achieve compliancejust beforetermination.
Also the provider had been cited repeatedly for the same deficiencies, meaning that the provider was
either unable or unwilling to maintain compliance.

Reasonable Assurance - Y ou establish 60 days from December 1, 1984 as reasonable based on
the facility's history of not maintaining compliance.

Example D - Fox Chase Nursing Home was terminated on December 21, 1984, for its failure to
maintain required staffing levels in nursing, dietary, and medical records. The facility alleged on
January 2, 1985, that it hired the necessary staff and regu&eted readmission. Upon review, you find
that the facility islocated in aremote, underserved rural area. Periodically, the facility has failed to
maintain staff since participation began in 1978.

Reasonable Assurance - Y ou establish 90 days from January 2 asreasonable onthe groundsthat
the location of the facility has militated against staff retention, and that 3 months of continued
compliance would evidence the facility's ability to retain qualified health professionals.

Example E - The ABC Convalescent Home was terminated on September 15, 1984. Ms. Johnson,
the owner of ABC, had repeatedly been cited as not meeting several of the Conditions, but had, until
this most recent survey, achieved compliance before termination action would be completed. Ms.
Johnson, on October 1, 1984, alleged compliance.

Reasonable Assurance - Y ou establish a 120 day waiting period based on the facility's repeated
failure to meet the Conditions of Participation necessary to ensure the health and safety of patients.

Example F - The ABC Convalescent Home was readmitted following a 60 day reasonable assurance
period and on the next survey cycle is found not to meet one or more Conditions, and is terminated
once more. The provider corrects the deficiencies and requests readmission.
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Reasonable Assurance - Y ou establish a120 day period based on prior termination and failure
to maintain compliance following a 2 month reasonable assurance period.

D. Effective Date of Provider Agreement.--The agreement cannot be effective earlier than
the date on which compliance is documented via the SA's onsite vigits to the institution, and the
reasonable assurance provision, if applicable, is met. The reasonable assurance provision only
applies to SNFs that were previously a Medicare/Medicaid provider whose agreement was
terminated by HCFA.

TheHCFA RO monitors Statereasonableassurance determinations, particularly if they conflict with
the Medicaredetermination. If HCFA determinesthat the SA failed to requirereasonable assurance
from afacility, FFP is deferred until the RO verifies reasonable assurance. If reasonable assurance
is not verified, HCFA disallows FFP for that facility. Also, be particularly careful if a SNF is
terminated by HCFA under look-behind authority. (See 84651B.) In such cases, do not issue an
agreement until HCFA agrees that reasonable assurance has been provided.

4604. AUTHORITY TO GRANT LIFE SAFETY CODE WAIVERS FOR MEDICAID ONLY
NFs

When Medicaid NFs and Medicaid distinct part NFs request a waiver of Life Safety Code

requirementsinaccordancewith 81919(d)(2)(B)(i) of the Social Security Act, the SA forwardssuch
requests to the HCFA RO for review and approval.
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4650. TERMINATION - GENERAL

Termination procedures vary depending on whether or not an institution's deficiencies pose an
immediate and seriousthreat to patient health and safety and depending on how Medicaid casesare
affected by HCFA termination procedures. While you are not mandated to meet procedures not
specified In the State plan requirements, your State plan should be evaluated against HCFA's
requirements because the greater the deviation from operating procedures and general instructions
that HCFA believes to be good practice, the greater the risk of FFP disallowances or compliance
actions.

4651. BASIS FOR TERMINATING PROGRAM PARTICIPATION

A. Temination of Medicaid Participation.--Terminate a Medicaid agreement or deny
payments for new admissions when the SA determines that the provider does not meet applicable
programrequirements. If a SNF participates concurrently in the Medicare and Medicaid programs
and HCFA terminates Medicare participation, Medicaid participation must be coterminous.

B. Cancellation of Medicaid Agreement by the Secretary.--HCFA has authority under
81910(c)(2) of the Act to terminate the approval of a SNF or ICF to participate in the Medicaid
program when HCFA determines that the facility failsto comply substantially with the Conditions
of Participation, 42 CFR 405, Subpart K (SNFs), or with the standards contained in 42 CFR 442,
SubpartsD, E, F, or G (ICFs). Intheseinstancestheterminationis CFrospective, occurring after the
provider has had the opportunity for aformal hearing before an Administrative Law Judge, unless
the Secretary determinesthere isjeodoardy to patients health or safety. If thereisanimmediate and
serious threat to patients health and safety, termination occurs within 5 days after notification by
the RO with opportunity for a post-termination hearing.

This authority is in addition to another look-behind authority under 42 CFR 442.30. The latter
providesthat aprovider agreement isconsidered invalid for purposes of providing FFPto the State,
unless the State has followed proper procedures. e.g.. if you issued a provider agreement even
though the SA had not certified the facility as being in compliance. In those instances, the
agreement is considered void from its inception, and the State is not entitled to FFP for any of the
billsrelated to the facility. The only appeal provided after this procedural kind of disallowance is
through the grant award process.

C. Termination of Medicaid-Only Skilled Nursing and I ntermediate Care Facilities.--Federal
Medicaid regulations provide for terminations, nonrenewals, and cancellations, but do not fully
describe the implementing procedures. Each State has developed procedures for terminating
agreementswith SNFs and | CFs when those facilities are not found to be in substantial compliance
with program requirements. In a Medicaid-only noncompliance
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situation, the SA determines that the facility is no longer approvable, prepares the necessary
documents, and forwards the documentation to you for termination, nonrenewal or cancellation of
the Medicaid agreement. Notify HCFA and the public of your action, and afford the facility notice
and opportunity for a hearing.

4651.1 Lock-out of Approved Facility Because of Program Abuse.--Under 42 CFR
431.54(f), you may aso "lock out” a SNF or | CF for areasonable period of time if the facility has
abused the Medicaid program. This may occur even though the SA has approved the facility.
Criteriaand proceduresfor "lock out™" should be spelled out in your State Plan and in any pertinent
State regulations.

4651.2 |CFEGivenTimeto Recomply With StateL icensure Requirement.--AnlCF, including
anICF/MR, which meetsall other standards but failsto meet requirementsfor State licensurewhich
it formerly met, may continue to be approved by the SA. This occurs only for a period of time
approved by the SA, and is contingent upon the facility taking positive steps during that time which
will regain the level of compliance. Do not terminate such cases, but when d>/ou renew the
as%feement, include acancellation clause for 60 days after the end of the time period allowed by the

4651.3 Intermediate Sanctions Before Termination.--

A. Denia of Payment for New Admissions All Long-Term Care Facilities.--Before
considering termination of a SNF or ICF, consider adjudicatively imposing a ban on payment for
new admissions. This pr&eugloosmthat the deficiencies present no immediatejeopardy to healthand
safety. Impose the ban for eleven months, though it is possible that changed circumstances could
result in either lifting the ban or invoking termination before the eleven months have elapsed. After
eleven months, either terminate or reapprovethefacility, depending on itsre-achieving compliance.

B. Correction/Reduction Plans| CFS'MR Only.--Section 9516 of the Consolidated Omnibus
Budget Reconciliation Act of 1985 (81919 of the Act) provides you two additional options under
which | CFSMR can continueto participate. These optionsapply only when substantial deficiencies
are found by HCFA in physical plant and staffing (or physical plant, staffing and minor deficiencies
in other areas) that do not pose an immediate threat to clients health and safety. Y ou may either
submit a reduction plan or a correction plan (See 83651.5). Y ou may submit written plans either
to make all necessary staff and physical plant corrections within 6 months of the approval date of
the plan, or to reduce permanently the number of beds in certified units within 36 months of the
approval date of the plan.

This process applies when, as a result of a direct Federal survey, there is a determination that an
| CF/MR failsto comply substantially with physical plant and staffing standardscontained in42 CFR
442, Subpart G. |CFs/MR found to have substantial deficienciesin physical plant. staffing and other
areas of care (e.g., active treatment, health care) are not eligible to use the options
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available under 81919 of the Act, nor are facilities with no substantial physical plant or staffing
deficiencies.

Substantial deficiencies, for purposes of this section, have not been defined by the Statute nor by
the implementing regulations at 42 CFR 442.2. Therefore, determinations are made based on the
RO judgment and assessment of their surveys findingsand recommendations, sinceit isnot possible
to define adequately and fairly the criteria given the wide diversity of facilities and clients served.

After receiving the list of deficiencies from the RO, you have the option to submit to the RO either
of the_{)%ltljowing plans to remedy the deficiencies at the affected ICF/MR within the timeframes
prescribed:

o0  Within 30 days, aplan to correct, or
o0  Within 60 days, areduction plan.

If you intend to exercise either (or neither) of the options, refer to 81919 of the Act, and the
implementing regulations at 42 CFR 442.114.

EXCEPTION: If, as a result of a public hearing, it becomes evident that the proposed
reduction plan is not the appropriate option and you decide to submit a
correction plan, the correction plan must be received by the RO within 20 days
from the date of the public hearing.

Refusal to elect either optionwill result intermination of the | CF/MR's participationinthe Medicaid
program in accordance with §1910(c) of the Act.

Current regulations (88442.105 through 442.111 and 442.113) are not related to the
implementation of 81919 of the Act, because they regulate only the actions of the State survey
agencies and not those of the Secretary that are authorized by §1919.

1. Correction Plansfor ICFSMR - Specific Requirements:. Submit to RO aletter stating you
choose the correction plan option along with a completed HCFA-2567. Include a timetable for
completing the necessary steps to correct the staff and physical plant deficiencies, and al other
minor deficiencies, within 6 months of the approval date of the plan. Even though there must be
substantial deficienciesin physical plant and staffing for 81919 to apply, the plan must include how
the facility will correct all deficiencies within 6 months.

Written approval or disapproval will be forwarded to you within 30 days of receipt of a proposed
correction plan. The RO may assist in the preparation of a plan prior to its submission.
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Final Determination: The RO will not delay the process of making a final determination on
submitted correction plansbeyond the specified 30-day review period for correction plans. Because
of the serious nature of the deficiencies that the regulations address, the RO will avoid delaying
action to correct the deficiencies. If the RO questions any aspect of the submitted plan or your
ability to fulfill the requirements of the plan, they will try to resolve their concerns with you.

If the correction plan is found unacceptable, the RO will notify you of its disapproval and will
terminatethel CF/MR's participationin accordance with 1910(c) of the Act. No further negotiation
or discussion is possible.

At the conclusion of the time period specified in the plan of correction, the RO will make a
compliance or noncompliance determination based on actual conditions at the facility. If a
noncompliance determination is made, the ICF/MR's participation will be cancelled in accordance
with 1910(c) of the Act.

The facility retains its appeal rights if termination action results from either of these situations.

2. Reduction Plans for ICFSMR - Specific Requirements.--A number of requirements are
imposed if you elect to implement areduction plan rather than correct the deficiencies cited at the
facility in question. Thisisto assurethat any such planiswell conceived, that it has had the benefit
of client, family, staff, and public input, and that the quality of life for both the clients remaining in
the facility and those receiving community placements is adequately protected. While some
flexibility is allowed in the allocation of capital and staff resources between institutional and
community settings, fiscal concerns are not to compromise the accessibility or quality of care and
services to Medicaid-eligible clients.

The RO will forward written approval or disapproval of the proposed plan to your agency within
60 days of receipt of a proposed reduction plan.

Contents of the Reduction Plan: The following information is necessary to assure that the
requirements of the submitted reduction plans will be fulfilled. Provide the RO with these
assurances that the reduction plan can be carried out by the State. If the RO is not satisfied with
the assurances, it will ask for the additional information necessary to make a final determination.

0 Experiences of individuals in the State's relevant home and community-based
waivers, if any;

0 Recidivismrates from existing community services;

0 A comparison of the number of individuals identified as being in need of services
with the number of clients currently placed or served in the community;
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0 Thelength of time individuals must "wait" for services,

0 Thetypesof servicesbeing providedi.e., case management, health servicesand how
are client needs assessed,;

0 Description of the existing system for referrals, into the service system. (What are
the entry rules and procedures and how do clients get into the system?);

0 The State plan objectives asrelated to the development of community services, and
how those objectives are achieved and monitored,;

0 Consultation/input from Developmental Disabilities (DD) Council, and Mentd
Retardation (MR) Program Directorsin the State;

0 Thepercentage of home and community servicesin the State that are accredited by
national accrediting organizations,

0 Where services are implemented not by the State but by local planning and/or
funding authorities, discussion of the prevalence of local authorities and whether they cover the
State or are designated to limited districts; discussion of their ability to deliver services,

0 Recordsand information that will be maintained to support financia accountability,
including:

--  Documentation of existing programs and level of funding, and

--  Projectionsfor growth and how the growth will be funded to accommodatethe
clients being displaced by the reduction plan.

Assure that community residences in which affected clients are placed meet all applicable State
licensure requirements and all applicable State and Federa certification requirements.

_ 0 Describe the assessment system that evaluates the quality of care provided in these
settings;

0 Describe the participation of outside groups such as State and local DD Councils,
Community Advisory Councils, Protection and Advocacy agencies, and human rights committees
in providing safeguards.

When describing the methods used to select clientsand develop servicesto meet their needs, include
the following information:

0 A copy of theinstrument used for selection;
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_ 0 A copy of the evaluation instrument used to determine the effectiveness of meeting
client needs and reevaluating such actions at regular intervals:

- Description of how decisionsare madefor client selectionand the process used
to determine client needs, i.e., involves the interdisciplinary team, client, and family;

--  Thecriteriaused for client selection including assessment of independent living
skills, client strengths, presence of family, homogeneity of skills;

-- Theavailability of particular services needed generally, as well as specialized
?]ervic% and/or equipment needs, (i.e., physical therapy, community mental health, barrier-free
omes).

0 Copies of relevant home and community-based standards in which clients will be
placed, if any;

0 Description of the network/community servicesrequired and evidence of provisions
through contracts, grants, etc.; and

These requirements may be met through the provision of services under a home and community-
based services waiver granted pursuant to 81915(c) of the Act. However, such waivers and
amendments to such walvers are separate and distinct from reduction plans approved under 81919
of the Act. Separate application is required for these waivers, and approval of one program does
not imply or require approval of the other. (See 84440.)

The reduction plan must not impair the Medicaid eligibility of an affected client without his or her
consent. A reduction plan must provide that affected clients. who are eligible for Medicaid while
at thefacility, shall at their (or their legal guardian's) option, be placed in another setting, or another
part of the affected facility that is in full compliance with Federal Medicaid requirements and
therefore allows them to retain their Medicaid €ligibility. The Medicad agency may not
involuntarily place aclient in a setting where he or she loses entitlement to Medicad. If the client
would have remained eligible for Medicaid had the State opted to eliminate the deficienciesin the
affected facility, then the State may not, at any time, involuntarily place the client in a setting where
he or she loses entitlement to Medicaid. The client may elect to be placed in a setting where he or
she does not retain entitlement to Medicaid. Of course, if the client or the client's guardian,
voluntarily choosesto moveto asetting--for example, back homewith hisor her family--that causes
the client's countableincome or resourcesto exceed the State's eligibility standards, thentheclient's
Medicaid dligibility would be subject to termination under the same terms and procedures as
applicable to al Medicaid beneficiaries.
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The plan must adequately--
o Inform clients of the feasible placement alternatives; and

o0 Explainhow clientswill maintain éligibility for medical assistancewhile placed inthe
other setting.

o0 Provide that the ratio of qualified staff to clients at the affected facility (or part
thereof) will be the higher of:

--  Theratio which the RO determinesis necessary to assure the health and safety
of the remaining clients, or

--  Theratio which wasin effect at the time of the direct Federal survey.

Clients must till receive active treatment. Therefore, the facility must provide adequate staff to
provide needed care and services in a safe and healthful environment.

A reduction plan must also provide for the protection of the interests of employees affected by the
reduction plan, including:

0 Arrangementsto preserve employee rights and benefits,
0 Traning and retraining of such employees, where necessary;

o] Reéjeployment of such employees to community settings under the reduction plan;
an

_ o0  Making maximum efforts to guarantee the employment of such employees. (This
requirement is not to be construed as guaranteeing the employment of any employee.)

Public Hearing Requirement for Reduction Plans: Notify the general community (including
advocacy groups, the courts with which the ICH/MR is involved in litigation, if any, and other
interested groups and agencies) of the public hearing on a proposed reduction plan through local
medianotices. Public notice must be made at least 10 days prior to the hearing date. Additionaly,
awritten individual notice of your public hearing on a proposed reduction plan to clients or their
parents, legal guardiansand/or interested partiesisrequired. Written individual noticeisto include
the nearest or most involved member of the affected clients, if any. The notice must include the
exact date, time and location of the hearing, as well as the locations where the proposed plan is
displayed. Notice to facility staff may be provided through established channels of communication
within the ICF/MR. The ICF/MR may notify facility staff through routine written memoranda,
pgst/ed notices in areas frequented by all staff or through other methods commonly used at the
ICF/MR.
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The plan must include minutes of the public hearing held at the affected facility with a summary of
the issues discussed detailing the various points of view presented by those in attendance.

HCFA is permitted to approve 15 reduction plans per fiscal year, on afirst come, first served basis
without stipulations regarding the minimal costs that would be incurred to correct the deficiencies.
All plans submitted thereafter must demonstrate to the satisfaction of the RO that at least
$2,000,000 in State or local funds must be spent to remedy the substantial physical plant and
staffing deficiencies found. Since the RO will not know which will be the 16th plan submitted, all
reduction plans submitted are to include documentation of the costs involved to correct the
substantial pgysical plant and staffing deficiencies (referred to in 8442.116(e)(2)) using the HCFA-
2567. Provide documentation from a certified architect or contractor of the projected costs and
goecific structural changes or renovations necessary to remedy the physical plant deficiencies and
ocumentation of staff budget requests.

The date the RO receivesthe planwith all needed supporting information will be used to determine
whether the plan qualifies for consideration within the first 15 approvals.

Final Determination: Because of the serious nature of the deficienciesthat the regulations address,
the RO will not delay making a final determination on submitted reduction plans beyond the
specified 60-day period for reduction plans (alowing for the statutorily mandated 30 day public
comment period). The RO will assist you in the preparation of a plan prior to its submission, if
requested. |If the RO questions any aspect of the submitted plan or your ability to fulfill the
requirements of the plan, they will work with you to resolve their concerns.

Termination of an ICF/MR: Substantial failure to meet any of these reduction plan requirements
subjects the State to one of two sanctions.

0 Termination of the facility's provider agreement, or

0 Disallowance of Federal Medicaid matching payments equal to 5% (five percent) of
the cost of care for all eligible individuals in the facility for each month of noncompliance.

The RO has discretion as to which sanction to apply, but must apply one or the other. If, after any
six-month period, the RO determines that a State failed to meet the reduction plan provisions
8442.116, and determines the State has not made a good faith effort to meet those requirements,
or if conditions worsen irrespective of "good faith efforts,” the RO will initiate termination
procedures. If the RO determines failure to comply with the requirements resulted despite the
State's best efforts, the RO will apply a disallowance penalty of five-percent of the cost of care for
all eligibleindividualsin the facility for each month that the requirementswere not met. Good faith
efforts apply only to the reduction plan. In the case of the correction plan, the RO will make a
compliance or noncompliance determination based on actual conditionsin thefacility and not based
on the "good faith efforts’ of the provider.
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4652. TERMINATION PROCEDURES--IMMEDIATE AND SERIOUS THREAT TO
PATIENT HEALTH AND SAFETY

A. Substantial Noncompliance With Program Requirements Which Pose an Immediate and
Serious Threat to Patient Health or Safety.--"Immediate and seriousthreat” isinterpreted asacrisis
gituation in which the health and safety of patients is at risk. Generally, it is a deficient practice
which indicates the operator's inahility to furnish safe care and services. Animmediate and serious
threat to patient health or safety may exist in the presence of one or more of the following (or
similar) situations. Thislist is not to be interpreted as al-inclusive, but rather as examples of what
HCFA believes may congtitute an immediate and seriousthreat. The surveyor is aways expected
to describe findings in sufficient detail to show the relative seriousness of the hazard.

0 Widespread insect or rodent infestation indicative of food contamination or the
possible spread of contagion.

o Failure to control infections as evidenced by the presence of facility acquired
infections.

0 Widespread patterns of patient abuse or poor patient care, including:

N - Instances of malnutrition or dehydration that are unrelated to the patient's
condition and are a result of poor patient care;

- A pattern of negligence by staff with the result that patients are often left lying
in urine, feces or other waste;

- Use of physical or chemical restraints in excess of that which is ordered by a
physician.

0 Drug or pharmaceutical hazardsthat directly affect patient health and safety, such as.

- Widespread drug errors, mishandling of drugsor other patient related pharmacy
problems;

- Failure to provide medications as prescribed,;

- Failureto monitor drugsasevidenced by lack of ordered laboratory work, failure
to take vital signs asindicated by drug regimen, and lack of other nursing monitoring practices,

- Gross mishandling of drugs such asleaving drug trays unattended and available
to patients and vigitors.
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- Administration of drugs by unqualified staff; or

- Administration of experimental drugswithout theinformed consent of the patient
(or responsible party).

B. Processing of Immediate and Serious Threat Terminations.--When an immediate and
serious threat to patient health or safety is documented, all termination procedures are to be
completed within 23 calendar days. HCFA believes thisto be a reasonable amount of time either
for termination or for correction of the deficiencies which constitute an immediate and serious
threat. Both dyou and the SA should accelerate the termination process in cases involving an
immediate and serious threat to patient health and safety.

If thereisacredible allegation that the threat or deficiency has been corrected, at least oneresurvey
prior to termination should be conducted by the SA.

Do not use this procedure if there is a time-limited agreement that is subject to cancellation or
nonrenewal within 23 days after the survey. Inthose cases, processthe cancellation or nonrenewal
as explained in 84654.

Medicaid agreements with facilities that concurrently participate in Medicare must be terminated
on the same date the Medicare agreement is terminated (42 CFR 442.20).

4653. TERMINATION PROCEDURES--NONCOMPLIANCE LIMITS CAPACITY OF
FACILITY TO FURNISH ADEQUATE LEVEL OR QUALITY OF CARE - NO
IMMEDIATE AND SERIOUS THREAT TO HEALTH AND SAFETY

Failure to meet the intent of one or more Conditions is one cause for termination of program
participation. 1f Medicare decides to terminate rather than impose a denial of payments for new
admissions, the termination will take effect within 90 days following the date of survey, unless
complianceisachieved before the effective date of termination. When Medicareterminatesadually
participating SNF, terminate the Medicaid agreement on the same date.

With respect to long-term care facilities as explained in 84651.3 and 84654, termination is one
option among other sanctions. If in aMedicaid-only case, you opt to terminate when there is not
immediate jeopardy to health and safety, follow 84653.1 through 84655.

4653.1 Interruption of Termination Timetable

A. Credible Allegation of Compliance.--Havethe SA conduct arevisit following receipt of any
credible allegation of compliance from afacility. A credible allegation is one:

o0 Made by afacility with ahistory of having maintained acommitment to compliance,
and taking corrective action if required,
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0 That is redlistic in terms of the ﬁossibility of the corrective action having been
accomplished between the exit conference and the date of the alegation, and

0 That actually resolves the problems created by the deficiency.
Only actual restoration of compliance can rescind termination action.

B. Informal Hearings Do Not Interrupt the Timetable.--The process may not be postponed
to accommodate informal hearings or meetings or to give the facility additional time to achieve
compliance. Such discussion may, however, be conducted within the procedural time limits above,
asyou deem appropriate. This90 day procedure providesadequatetimefor the provider to achieve
compliance if your decision isto wait the full time allowed and if the well-being of patientsis not
jeopardized in the interim.

C. Acceeration of Timetable.--Switch from the 90-day procedures to the accelerated
procedures at any point when:

0 Thereisanimmediate and serious threat to patient health and safety, or

0  Anacceptable and reasonable plan of correction is not submitted; i.e., the provider
cannot achieve compliance within 90 days, or

0 The provider has not shown good faith efforts to achieve and maintain compliance
with all program requirements.

D. Termination Coinciding with Change of Ownership.--A change of ownership does not
affect completion of atermination action. Do not postpone any required termination. Do not solicit
aplan of correction from the new owner. Court appointed recelvership isnot abasisfor cessation
of thetermination process. Following termination, the new owner may, however, request approval
for participation as a new provider, subject to reasonable assurance provisions. (See 84603.)

E. Disagreement Over Deficiencies.--A provider that disagreeswith any SA finding regarding
acited deficiency or an acceptable plan of correction should be advised to express its position on
the plan of correction in statutory or regulatory terms, and to specify why the SA's citation is not
correct. Thisinformation doesnot interrupt the termination process, but is publicly disclosable and
will be included in the documentation considered during any subsequent adjudication or hearings.

4653.2 Termination Documentation.--1f you have any reservationsabout the SA'srecommendation
to terminate a facility, request copies of the current Survey Report and copies of previous Survey
Reportsto insure that al items are properly completed.
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4653.3 Completion and Forwarding of HCFA-462.--The Adverse Action Extract, HCFA-462,
was developed to monitor SA and HCFA-RO adherenceto termination processing timelimits. The
form is used whenever a facility is cited as not meeting one or more Conditions. For ICFs and
Medicaid-only SNFs, complete aHCFA-462, when the deficiencies cited result in a certification of
non-compliance unless actually corrected before certification. Information provided on the form
is entered into the Medicare/Medicaid Automated Certification System (MMACYS) and used to
monitor any adverse action initiated against a Medicare or Medicaid provider, supplier or facility.

TheHCFA-462isinitiated by the SA and copiesforwarded to the HCFA-RO immediately following
specific SA actions; i.e., survey, followup visits, certification of compliance. For Medicaid-only
facilities the SA forwards it to you to complete the appropriate items (10, 12, 13 and 17), in Parts
Il and 111 of the form. After you complete it, send a copy to the HCFA-RO.

4654. NONRENEWAL OR CANCELLATION OF TIME LIMITED AGREEMENTS FOR
LONG TERM CARE FACILITIES (MEDICARE AND MEDICAID)

A. General.--Time limited agreements (TLAS) of 12 months or less are required by
regulations for SNFs and ICFs including ICFS'MR (but not for hospitals having "swing bed"
agreementsto providelong termcare). Likeany agreement, aTLA be terminated. However,
unlike other agreements, a TLA may also be nonrenewed or automatically cancelled. The decision
to terminate instead of nonrenew or cancel depends on the timing of the onsite survey; i.e., how
closeintimethe survey isto the expiration date or automatic cancellation date, and the seriousness
of the deficiencies cited.

Nonrenewal and cancellation are preferred aternatives to termination if termination would be
effective later than the time of projected renewal or automatic cancellation date.

B. Nonrenewal of Time Limited Agreements.--A nonrenewal is the decision not to renew
aTLA following its expiration.

1. Situations Leading to Nonrenewal.--A facility does not qualify for renewal of its
agreement if it has been determined, based on resurvey, that:

o Thefacility hasviolated the terms of its agreement or the provisions of title X1 X, or
applicable regulations; or

0 The facility does not substantially meet one or more program requirements (e.g.,

Conditions of Participation for SNFsand standardsfor ICFsor ICFSMR, or hasan
unacceptable plan of correction); or
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o Thefacility continuesto be substantively out of compliance with the same standard(s)
(consistently maintains mﬂ'or deficiency) for SNFs, ICFs, or ICFYMR that were
found out of compliance during the last survey on which the current certification
period was based. In other words, the deficiency persists through the term of its
current agreement.

EXCEPTION: A new period of certification may be approved even though the same
standard(s) was out of compliance at the time of resurvey if:

0 Thedeficienciesdid not substantially limit thefacility'sability to furnish adequate care
or adversely affect the health and safety of patients, and

0 The facility can document that it achieved compliance during the term of the
agreement, but for reasons beyond its control was again out of compliance prior to
the expiration of the agreement.

2. Timing of Resurvey.--In nonrenewal cases, the facility must be given formal notice
of your decision not to enter into a new agreement prior to the date of expiration of its existing
agreement. Therefore, the recertification survey should be completed by the SA between 60 and
120 days in advance of the expiration of the term of the agreement. All nonrenewal procedures
must be completed by the expiration date of the current agreement.

Process atermination in lieu of nonrenewal if the renewa date is more than:
0 90 days after finding noncompliance, or

o] gﬁf days if you find there is an immediate and serious threat to patient health and
ety.

3. Facility Does Not Want to Renew.--A participating facility may choose not to renew
its agreement.

C. Cancdlation of Time Limited Agreements

1. General.--The TLA must contain an automatic cancellation clause if uncorrected
deficiencies existed at the time of the last survey. Inthiscase, the SA will specify adate not later
than the 60th day following the end of the time period specified for such corrections. This should
be not later than the end of the ninth month of the agreement. The cancellation clause providesthat
if the corrections of deficiencies are not made by the date the SA has specified, or If substantial
progress has not been achieved in accordance with an accepted plan of correction, the agreement
will automatically terminate on that date. However, if substantial progressis made and an updated
plan of correction accepted, the facility may continue to participate. The SA establishes a control
on al cancellation clause agreements to ensure that a verification visit is performed as soon as
possible after the last date specified in the facility's plan of correction.
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The proceduresimplementing the cancellation clause are similar to thoserequired for aninvoluntary
termination. They require comparable development, supporting documentation, and internal
clearance action.

However, the basis for invoking this clause may be limited to establishing that the facility has not
made substantial progressin carrying out its plan of correction. Whenever a cancellation clauseis
"invoked", undertake termination action to remove the facility from participation status. All
cancellation procedures must be completed by the cancellation date.

The SA will document and notify you if the verification visit establishes that the facility has made
the necessary corrections, or has made significant improvement, justifying continuance of the
agreement based on an updated plan of correction. To document correction or significant
improvement, the SA will use one or both of the following forms:

o0 HCFA-2567B for deficiencies which have been corrected.

0 Revised HCFA-2567 for deficiencies not corrected. The SA will prepare and
forward the documentation to you with a HCFA-I539, noting their
determination.

2.  Substantial Progress in Correcting Deficiencies Where There is a Cancellation
Clause.--"Substantial progress’ meansthat correctionsare well underway; that thereistangible and
visible progress. For example, if the installation of a sprinkler system isrequired but the systemiis
not yet operating, there should be evidence of progress at the time of the revisit, such as the
installation of piping. If the only progress by the tacility to date has been aloan application which
is still pending, this would not constitute substantial progress sufficient to prevent invoking the
cancellation clause. However, extenuating circumstancesthat are beyond the control of the facility
can be considered in determining whether or not to continue the facility in the program.

If the verification visit establishes that the facility has made the necessary corrections, or has made
significant improvement justifying continuance of the agreement based on an updated plan of
correction, the SA completes the following forms:

o HCFA-2567B for deficiencies which have been corrected.

o] g%FA-2567--I ncludes deficiencies not corrected from the previous HCFA-
567.

Notify the facility that based on the correction of al deficiencies or the revised plan of correction,
the cancellation clause will not be invoked and the agreement will continue to its full term.
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3. Facility Fails to Make Corrections or Substantial Progress.--Documentation for
invoking the cancellation clause need not necessarily be as extensive as that for an involuntary
termination. Survey efforts may be limited to the confirmation of the continued existence of the
deficiencies. However, the documentation must be clear, convincing, and of the same high quality
asthat for an involuntary termination action.

4655. NOTICE OF TERMINATION

Notify the facility of its termination, cancellation or nonrenewal, and of its appeal rights in
accordancewithyour State Planrequirements. Publish an advance public notice giving the effective
date of and reasons for termination.

4656.  ADDITIONAL COMMUNICATIONSWITH FACILITY

After the SA forwardsthe certification of noncomplianceto you, document all further contactswith
the facility. Unrecorded visits, surveys, or correctiona allegations that were not reported before
fina termination action could cause embarrassment or even result in fallure to sustain the
termination action. Even after final termination action, any additional contacts may be pertinent to
proper handling of the case.

4657. RELOCATING PATIENTSOR RESIDENTSDISPLACED BY TERMINATION OR
CLOSURE

A. General.--There are instances when patients or residentsin long term care facilities need
to betransferredto other facilities. Specific actions, decisions, and eventsthat requiretherelocation
include:

(@)

Expiration or termination of a facility's provider agreement;

o0 Expiration or nonrenewal of afacility's State license;

o Thefacility's inability to provide care and related services because of fire, natural
disaster, loss of staff, or another reason beyond its control;

0 Thefacility's voluntary termination of participation in Medicaid and/or Medicare;

o] Redcla$ification of the facility from a skilled nursing to an intermediate care facility;
an

0 Reclassification of patients to a different level of care.
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B. Federal Program Requirement in Relocation of Medical Assistance Patients.--Federal
financial participation may be claimed for facilities only if they are certified and participating in
Medicaid under a valid agreement. Following termination by you FFP may be continued, for a
period not to exceed 30 daysif the State shows that it has made reasonable effortsto facilitate the
orderly transfer of patients and residents to another facility. (See 42 CFR 441.11(b).) You may
claim FFP for costs which are legitimately incurred in relocating Medicaid recipients.

Y ou have the primary responsihility for relocating the patients and residents and for ensuring their
safe and orderly transfer from a facility that no longer participates in Medicaid to a participating
facility. Thisis because the State remains responsible for the care and services provided to public
assistance recipients. The State's transfer policies must:

0 Consder the nature and severity of the facility's failure to meet standards;

0 Consider the availability of alternative facilities,

0 Ensurethat the situation is explained to the recipient and the recipient is permitted
to exercise an informed choice as to whether he or she wishes to move and, if so,
to which available facility;

0 Provide that qualified personnel will assess patients medical and psychological
condition and needs, including the necessity to prepare the patient for transfer;

o Provide for adguate and appropriate transportation on the day the patient or
resident is moved; and

0 Apprise the receiving facility of the person's condition and needs.

~ C. State Relocation Activities.--In order for the relocation processto be orderly, the State
action must meet at least the following requirements:

o Thenature and severity of the facility's failure to meet required standards must be
considered;

o0 Theavailahility of suitable, alternative facilities must be considered;
0 The situation must be explained to the individual recipient to permit hinvher to

exercise aninformed choice asto whether he/she wishesto move (wherethat option
is open) and to which facility he/she wishesto transfer;
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0 A review of the patient's medical and psychological condition and needs, including
the neecéI or potential need for preparing the patient for transfer, must be made by qualified
personnel;

o Provision must be made for adequate, appropriate transportation on the day when
recipients are to be moved; and

0 Therecelving facility must be fully apprised of the patient's condition and needs.
4658. GUIDANCE TO STATES FOR MEDICAID NURSING FACILITY (NF) REMEDIES

A. Background.--Section 1919(h) of the Act requires you to establish, by law (statute or
regulation), remediesfor nursing facilities (NFs) that do not meet the requirements of participation.
Remedies should be designed to result in faster correction of deficiencies and ensure the health and
safety of residents of NFs. You are to impose these remedies for NFs that are not owned by the
State or those found noncompliant by HCFA's validation process.

If aNF doesnot meet one or more of the requirements, and the deficienciesimmediately jeopardize
the health or safety of the residents, take immediate action to:

0 Remove the jeopardy and correct the deficiencies through the appointment of
temporary management to oversee the operation of the facility and, at your option, impose one or
more of the remedies available in subpart B, or

o Terminate the facility's Medicaid participation, and, at your option, impose one or
more of the remedies available in subpart B.

If a NF does not meet one or more of the requirements and the deficiencies do not immediately
jeopardize the health and safety of its residents you may:

0 Terminate the facility's Medicaid participation,
0 Impose one or more of the available remedies in subpart B,
o Do both.

Establish State remedies, by statute or regulation by October 1, 1989, as they are a condition of
State plan approval for calendar quarters beginning on or after October 1, 1989.

B. Required State Remedies.-- Specify the criteria as to when and how each remedy will be
applied, the amounts of any fines, and the severity of each remedy. Design the procedures to
minimize the time between identification of violations and final imposition of remedies. Denial of
payment for new admissions, appointment of temporary management, and closure are remedies
which may be imposed during the pendency of any hearing.
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The criteria for al remedies are to provide for incrementally more severe fines for repeated or
uncorrected deficiencies. 1ndetermining what actionto take, consider the NF'scompliance history,
change of ownership, and the number and gravity of the deficiencies. You may also specify
additional remedies that you can demonstrate are as effective in deterring non-compliance and
correcting deficiencies as those which follow:

FO”;\;II\'/ regular procedures to amend your approved State plan to establish at least the following
remedies:

1. Denial of Payment for New Admissions.--Deny payment for all M edicaid admissions
after you give notice to the NF and the public that the NF is no longer in compliance with one or
more of the requirements.

In accordance with 81919(h)(4) of the Act deny payment until the NF isin substantial compliance
with the requirements of participation.

2. Civil Money Penalty.--Assess a civil money penalty, with interest, for each day the
facility is or was out of compliance with one or more of the requirements of participation, even if
the facility subsequently corrects its deficiencies and brings itself into full compliance. Establish
criteriafor assigning the amount of fines. Impose fines based upon the severity of the deficiencies
and impose incrementally more severe finesin cases of repeated or uncorrected deficiencies. Apply
al funds collected as a result of these civil money penalties to the protection of the health and
property of resdents of NFsthat the State or HCFA finds deficient. Funds may be used for the cost
of relocating residentsto other facilities, maintenance or operation of afacility pending correction
of deficiencies or closure, and for reimbursement of residents for personal fundslost. Civil money
penalties may not be imposed during the pendency of any hearing.

3. Appointment of Temporary Management.--If you determine that thereisaneed for
terang)orary management to ensure an orderly closure of afacility or while improvements are being
madeto bring afacility into compliancewith all therequirementsof participation, appoint temporary
management to oversee the operation of the deficient NF and to protect the health and safety of its
residents. Temporary management may be State personnel or privateindividualswith education and
the requisite experience in nursing home administration and be licensed in accordance with State
law. Do not discontinue temporary management that has been appointed for the period
improvementsare being made until you have determined that the NF has the management capability
to ensure continued compliance with all the requirements of participation.
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4. Closureof the NF and/or Transfer of Residents.--1n the case of an emergency, close
the NF or transfer the residents of the NF to other facilities or do both. For example, an emergency
Situation may relate to a provider's gross inability to provide care and related services because of
fire, natural disaster, epidemic, or other conditionswhich endanger the health and safety of patients.

C. Alternative Remedies.--Includethe specified remediesinsubpart B inyour approved State
plan for any quarter beginning after October 1, 1989. However, you may establish remedies
adternative to the specified State remedies (except for the remedy of termination) if, you can
demonstrate to the satisfaction of HCFA that your alternative remedies are as effective in oieterring
noncompliance and correcting deficienciesasthose under 81919(h)(2)(A) of the Act. For example,
you may aready have aternative remedies in place for the licensure program or for the Medicaid
program under State law, such as:

o Civil or administrative fines (different from the specified OBRA remedy);

o Court-appointed receiver;

o Conditional/provisional licensing, probationary license, or license revocation; and
o  Withholding of payments.

If so, summarize your past experience with alternative remedies indicating their effectiveness in
deterring noncompliance and correcting deficiencies.

Provide the following types of documentation to indicate the effectiveness of your alternative
remedies, such as:

0 Procedures for implementing the remedies including explanations of what type of
deficiencies trigger the remedies, a method of ranking the seriousness of violations and
corresponding remedies, timing of remediesand appealsand specific rulesdesignating responsibility
for the violation and liability for the remedies.

o Identification of the agency responsible for ensuring imposition of the remediesand
thaef ?mount of resources being devoted to thiseffort, including legal and other enforcement-related
staff.

0  Method of evaluation and supporting datafor alternative remediesthat have proved
to be effective in deterring noncompliance and correcting deficiencies including the number of
facilities in evaluation and the rate of recidivism.

Alternatives to the specified remedies must be submitted under the established procedures for
approval of State plan amendments.
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D. Additional Requirements.--

1. Assuring Prompt Compliance.--If a NF has not complied with any of the
requirements of participation within three months after the date the facility is found to be out of
compliance with such requirements, impose a denial of payment for individuals admitted to the
facility after the date of noticeto the NF that it remains out of compliance for athree month period.

2. Repeated Noncompliance.--If you find, on three consecutive standard surveys, that
aNF is providing substandard quality of care, then, regardless of any other remedies provided:

0 Impose denia of payment for al new admissionsto the NF, and

o  Carry out onsite monitoring of the facility, on aregular basis, as needed, until
the facility has demonstrated that it is in compliance with the requirements of
participation and that it will remain in compliance.

E. Incentives For High Qudlity Care.--In addition to the remedies specified under
81919(h)(2) of the Act, you may establishin your approved State plan aprogramto reward nursing
facilitiesthat provide the highest quality careto Medicaid residents. Thereward may beintheform
of public reco%etlon incentive payments, or both. The expenses incurred in carrying out such a
program shall be considered expenses necessary for the proper and efficient administration of the
State plan under Medicaid (§1903(a)(7) of the Act).

Should you elect to use anincentive payment, the State plan amendment must define highest quality
care, state the criteria to be met and measurements to be used in awarding an incentive payment.
To be considered as "efficient” in the administration of the State plan, the incentive payment must
be reasonable, as determined by the RO in its State plan review process.

F. Federal Financial Participation.--Reasonable State expenditures for the proper and
efficient administration of the State plan, such astemporary management, closing aNF, transfer of
residentsto anew NF, and other expenses associated with implementing these remedies are subject
to Federa matching payment at the rate of 50 percent. Establish proceduresto prevent claiming
FFP for expenditures which have been funded by the civil money penalties discussed in subpart B.

4-638 Rev. 43



